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6) |EI Claim(s) 54 and 56-69 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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DETAILED ACTION 

Applicant's arguments, filed 9/30/2010 have been fully considered regarding 
previous rejections and objections have been fully considered and they are partially 
persuasive. Rejections and/or objection not reiterated from previous Office actions are 
hereby withdrawn. The following rejections and objections are newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claims 54 and 56-69 are under examination. Claims 70 and 71 stand withdrawn. 
Claim Rejections - 35 USC §112 

Claims 54 and 56-69 stand rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. 

Applicants argue that the it is incumbent upon the Patent Office to explain why it 
doubts the truth or accuracy of any statements in a supporting disclosure and to back 
up such assertions with acceptable evidence or reasoning which is inconsistent with the 
contested statement. Applicants assert that methods of making the steroidal aromatase 
inhibitors are discussed in the references. 

Applicants argue that administration of the claimed substances is not difficult to a 
person having ordinary skill in the art and that the specification teaches how to make 
the variously claimed inhibitors. Applicants assert that it was known in the art how to 
make oxidized soya glycines and Formestan. 

Applicants assert that the Examiner should at least identify subject matter that is 
considered to be enabled. Applicants argue that the specification provides a detailed 
listing of inhibitors, all of which can be made using prior art techniques and that 
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examples are disclosed that provide an actual reduction to practice of the steroidal soya 
glycines and Formestan. Applicants assert that as long as the specification discloses at 
least one method for making and using the claimed invention that bears a reasonable 
correlation to the entire scope of the claim, then the enablement requirement is 
satisfied. Applicants maintain that steroidal aromatase inhibitors are able to effectively 
penetrate the dermis in order to reach the underlying collagen. 

Applicants' argue that failure to disclose other methods by which the claimed 
invention may be made does not render a claim invalid and that not everything 
necessary to practice the invention need be disclosed. Applicants assert that it is not 
necessary to specify the dosage or method of use if it is known to one skilled in the art 
that such information could be obtained without undue experimentation. 

Applicants' arguments have been considered but they are not persuasive. 
Responding to Applicants' argument regarding the burden of the Office to back up 
assertions of non-enablement with evidence and reasoning, such evidence and 
reasoning were provided in the rejection. Several references were provided that 
demonstrate the unpredictability in the art of the concept that inhibiting aromatase will 
help to restore collagen. It was reasonably demonstrated that that the prior art teaches 
that the loss of estrogen decreases collagen content in the skin and that augmentation 
of the skin with estrogen-type compounds increases collagen content. Applicants have 
not specifically addressed this aspect of the enablement rejection. 

Responding to Applicants' argument that methods of making steroidal aromatase 
inhibitors are known in the art, it is acknowledged that it is known how to make the 
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steroidal aromatase inhibitors listing on p. 9-11. However, the specification lacks 
enablement for making aromatase inhibitors from soya glycines or oxidized soya 
glycines because the specification provides very general guidance on isolating sterols 
from soy glycines but lacks disclosure on whether sterols from soya glycines are 
actually the substances responsible for the therapeutic effect. It was noted in the 
rejection regarding the references to the oxidation of soya glycines, that Fujimoto et al. 
do not teach oxidation. Welzel et al. teach an oxidation reaction but the specification 
fails to disclose how this relates to the structures of the unknown sterols allegedly 
isolated from soy glycines. That is, since the structures of the sterols isolated from soya 
glycines are unknown, the skilled artisan would not know what compounds would be 
obtained from the treatment of said compounds by the method of Welzel et al. and if the 
resulting compounds would necessarily be inhibitors of aromatase. Regarding the cited 
US patent, Schmidt et al. only references Welzel et al. and Fujimoto et al. for the 
methods of treatment of the soya glycines and does not provide any further guidance on 
preparation or description on what the oxidized soya glycines are (col. 4, lines 17-44). 

Responding to Applicants' argument that the Examiner should identify allowable 
subject matter, no allowable subject matter is determined at this time. Regarding 
Applicants' assertion that a method of making and method of using aromatase inhibitors 
for the claimed method has been demonstrated within the scope of the claims, this is 
not found persuasive since the methods of making sterols from soya glycines that can 
be oxidized that are the cause of the therapeutic effect are not enabled for the reasons 
stated supra. It was acknowledged that it is known how to make the aromatase 
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inhibitors listed on pages 9-11 of the specification. However, the claimed method is not 
enabled for steroidal compounds that inhbit aromatase because there is no correlation 
shown by the specification that inhibition of aromatase is the cause of the therapeutic 
effect and the prior art shows unpredictability that aromatase inhibition will augment the 
amount of collagen present in the skin for the claimed methods. 

Responding to Applicants' argument regarding the absorption of the disclosed 
steroidal compounds, this argument does not overcome the rejection dues to the lack of 
correlation between aromatase inhibition and the claimed therapeutic effects and the 
unpredictability demonstrated by the prior art supra. 

Regarding the reduction to practice for the soya glycines, the specification 
teaches that oxidized soya glycines that inhibit aromatase are administered for the 
treatment of eye wrinkles and strias. The examples do not provide a correlation for what 
in the administered composition is actually providing the therapeutic effect. It is also 
unclear which treatment (Welzel et al. or Fujimoto et al.; it has been noted that only 
Welzel et al. appears to be directed to oxidation but that it is unclear what is being 
oxidized in the soya glycines) was used to prepare the oxidized soya glycines, if the 
oxidized soya glycines are some type of extract or if a sterol was isolated and 
administered. 

Regarding the reduction to practice of Formestan, Formestan was used to treat a 
condition (overstretching of ligaments and tendons) which is not related to the instantly 
claimed method for the stabilization of collagen for wrinkles, strias, skin atony or sun 
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exposure. Nor is the treatment of overstretching of ligaments and tendons under 
examination. 

Regarding Applicants' assertion that not everything need be disclosed including 
dosages, the specification fails to demonstrate a correlation that inhibition of aromatase 
by steroidal compounds is the cause of the therapeutic effect and the prior art shows 
unpredictability that aromatase inhibition will augment the amount of collagen present in 
the skin for the claimed methods. Regarding dosages, the specification discloses this on 
page 18, but this does not enable the invention for the reasons stated. 

To practice the invention of the instant claims required undue experimentation 
due to unpredictability and the lack of direction from Applicants regarding the 
restoration, increase or stabilization of collagen by decreasing the estrogen content in 
the skin by the inhibition of aromatase by steroidal compounds as well as the isolation 
sterol from soya glycines that inhibit aromatase. In light of the above discussion, the 
instant claims do not comply with the enablement requirement of 35 U.S.C. § 1 12, first 
paragraph, since to practice the claimed invention a person of ordinary skill in the art 
would have to engage in undue experimentation, with no assurance of success. 

Claims 62-64 stand rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. 

This rejection is maintained insofar as it pertains to sterols from soya glycines or 
oxidized soya glycines; Applicants' arguments will be answered as they pertain to this 
part of the rejection. 
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Applicants argue that the specification discloses at p. 13-14 methods of making 
soya derived aromatase inhibitors "by means of topical separation methods, such as a 
liquid chromatography, particularly by means of HPLC." Applicants assert that oxidation 
of soya glycines is described by Fujimoto et al., by Welzel or US 5,945,1 09 and that 
examples of actual reduction to practice of oxidized soya glycines is demonstrated. 

Applicants assert that the specification not only discloses various steroidal 
aromatase inhibitors but that it shows reduction to practice of the species (soya glycines 
and Formestan). Applicants also argue that written description can be satisfied without 
reduction to practice and the relevant structural characteristics and the correlation 
between structure and function is that the aromatase inhibitors share a common sterane 
core. 

Applicants assert that steroidal aromatase inhibitors are able to effectively 
penetrate the dermis in order to reach the underlying collagen. 

Applicants arguments have been considered but they are not persuasive. 
Responding to Applicants' argument that methods of making soya-derived aromatase 
inhibitors is described, in the instant case, describing how to make aromatase inhibitors 
from a plant is not a description of structure of what actually has the therapeutic effect, 
especially since there is no disclosure relating to the actual substance responsible for 
the therapeutic effect. As pointed out in the rejection, the specification teaches that soya 
glycine derived aromatase inhibitors can be obtained from "glycine soya" (soy bean oil, 
soy bean extract or soya sterole (p. 13). However, the reference to extraction, oxidation 
or purification by HPLC or column chromatography is vague and does not teach the 
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sterol structure that is isolated that inhibits aromatase thus treating the claimed 
conditions. General descriptions of making and purifying do not provide written 
description when there is no description of the compounds themselves beyond the 
general statement that they are sterols. 

Regarding the references to the oxidation of soya glycines, it was pointed out 
that Fujimoto et al. do not teach oxidation. Welzel et al. teach an oxidation reaction but 
the specification fails to disclose how this relates to the structures of the unknown 
sterols allegedly isolated from soy glycines. That is, since the structures of the sterols 
isolated from soya glycines are unknown, the skilled artisan would not know what 
compounds would be obtained from the treatment of said compounds by the method of 
Welzel et al. and if the resulting compounds would necessarily be inhibitors of 
aromatase. Regarding the cited US patent, Schmidt et al. only references Welzel et al. 
and Fujimoto et al. for the methods of treatment of the soya glycines and does not 
provide any further guidance on preparation or description on what the oxidized soya 
glycines are (col. 4, lines 17-44). 

Regarding the reduction to practice for the soya glycines, the specification 
teaches that oxidized soya glycines that inhibit aromatase are administered for the 
treatment of eye wrinkles and strias. The examples do not provide a written description 
for what in the administered composition is actually providing the therapeutic effect. It is 
also unclear which treatment (Welzel et al. or Fujimoto et al.; it has been noted that only 
Welzel et al. appears to be directed to oxidation but that it is unclear what is being 
oxidized in the soya glycines) was used to prepare the oxidized soya glycines, if the 
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oxidized soya glycines are some type of extract or if a sterol was isolated and 
administered. 

Regarding the reduction to practice of Formestan, Formestan was used to treat a 
condition (overstretching of ligaments and tendons) which is not related to the instantly 
claimed method for the stabilization of collagen for wrinkles, strias, skin atony or sun 
exposure. Nor is the treatment of overstretching of ligaments and tendons under 
examination. 

Responding to Applicants' argument that the sterols from soya glycines have the 
sterane ring structure in common, the specification does not provide a reasonable 
correlation between the sterane ring structure and the therapeutic effect of oxidized 
soya glycines. Likewise, the specification fails to provide disclosure that reasonably 
correlates a sterol compound from oxidized soya glycines having an effect on 
aromatase which is in turn responsible for the therapeutic effect. 

Responding to Applicant's argument that steroidal aromatase inhibitors 
effectively penetrate the dermis to reach the underlying collagen, this action does not 
reasonably correlate the structural features of the alleged aromatase inhibitors of soya 
glycines or oxidized soya glycine to the claimed therapeutic effect. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUSAN HANLEY whose telephone number is (571)272- 
2508. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sandra Saucier/ 

Primary Examiner, Art Unit 1651 

/Susan Hanley/ 
Examiner, Art Unit 1651 
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